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DETAILED ACTION 
Claims 1-27 are pending* Claims 1-14 and 18-21 are under consideration in the 
instant office action. Receipt and consideration of Applicants' response to the restriction 
requirement (mailed May 10, 2006) and IDS's (submitted 9/19/05 and 7/2204) is acknowledged. 



Election/Restrictions 

Claims 15-17 and 22-27 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on July 10, 2006. 



Specification 

The lengthy specification has not been checked to the extent necessary to determine the 
presence of all possible minor errors. Applicant's cooperation is requested in correcting any 
errors of which applicant may become aware in the specification. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 
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A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-14 and 21 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1, 8-9, 11, and 23-24 of U.S. Patent No. 
6,706,726 (USPN '726). Although the conflicting claims are not identical, they are not 
patentably distinct from each other because the cited claims of USPN '726 claim a genus, which 
encompasses the anticholinergic described by formula 1 in claim 1 of the instant application or 
the same species (see claim 11 of USPN '726) and renders the claims of the instant application 
obvious. It is noted for the record that independent claim 1 of the instant application claims a 
pharmaceutical composition comprising (a) an anticholinergic of formula 1, (b) a betamimetic, 
and (c) a steroid. Dependent claims 8 and 23 of USPN '726 claim a pharmaceutical composition 
comprising an anticholinergic that is either a genus encompassing the specific anticholinergic 
claimed by Applicant (claim 8 of USPN '726) or the same anticholinergic compound (claim 23). 
It is noted that USPN '726 teaches an anticholinergic compound, wherein R 1 and R 2 are methyl 
substituents; A is an epoxide group; R 7 is a Cm alkyl (this includes methyl); R 3 , R 4 , R 5 , and R 6 
are hydrogen; and X" is an anion with a single negative charge selected from among chloride, 
bromide, methylsulfate, 4-tolunesulfonate, and methylsulfonate (col. 2, lines 36-60, line 66; col. 
3, lines 24-28; Example 5, and claims 1-2 and 1 1), wherein said teachings/claims define the same 
anticholinergic compound depicted by formula 1 in claim 1 of the instant application. Dependent 
claims 11 and 24 of USPN '726 claim a pharmaceutical composition also comprising additional 
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active agents including betamimetics and steroids. USPN '726 is silent regarding the ratios of 
anticholinergic to betamimetic or steroid and the total amount of drug, as claimed in dependent 
claims 11-14 of the instant application. It is the Examiner's position that the broad ratios of 
anticholinergic to betamimetic or steroid and total amount of drug claimed by Applicant are 
ranges that a skilled artisan would have obtained upon routine optimization of active agent 
amounts. Applicants have not demonstrated the criticality of the specific claimed 
anticholinergic: betamimetic or anticholinergic: steroid ratios and total drug amounts. 

Claims 1-12 and 21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7 of copending 
Application No. 11/273,782 (copending '782). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because they are substantially 
overlapping in scope and mutually obvious. Independent claim 1 of the instant application 
claims a pharmaceutical composition comprising (a) an anticholinergic of formula 1, (b) a 
betamimetic, and (c) a steroid. Independent claim 1 of copending 6 782 claims a pharmaceutical 
composition comprising (a) an anticholinergic of formula 1, wherein the chemical structure of 
formula 1 in copending ' 782 is the same as the formula 1 chemical structure of the instant 
application, (b) salmeterol xinafoate, or a hydrate, solvate, enantiomer or mixtures of 
enantiomers thereof, and (c) a steroid selected from ciclesonide, budesonide, and mometasone 
furoate, or a solvate or hydrate thereof. Salmeterol xinafoate is a well-known betamimetic, and 
is acknowledged as being a betamimetic by Applicant in dependent claims 9-10 of the instant 
application. The specific steroids claimed in independent claim 1 of copending '782 are also 
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identified as being steroids in dependent claims 7-8 of the instant application. The dependent 
claims of both the instant application and copending '782 obviously claim the same and/or 
substantially similar limitations. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1-12 and 21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-7 of copending 
Application No. 11/274,648 (copending '648). Although the conflicting claims are not 
identical, they are not patentably distinct from each other because they are substantially 
overlapping in scope and mutually obvious. Independent claim 1 of the instant application 
claims a pharmaceutical composition comprising (a) an anticholinergic of formula 1 5 (b) a 
betamimetic, and (c) a steroid. Independent claim 1 of copending '648 claims a pharmaceutical 
composition comprising (a) an anticholinergic of formula 1 , wherein the chemical structure of 
formula 1 in copending c 648 is the same as the formula 1 chemical structure of the instant 
application, (b) a formoterol salt selected from formoterol fumarate, formoterol hemifumarate, or 
a hydrate, solvate, enantiomer or mixtures of enantiomers thereof, and (c) a steroid selected from 
ciclesonide, budesonide, and mometasone furoate, or a solvate or hydrate thereof. Formoterol is 
a well-known betamimetic, and is acknowledged as being a betamimetic by Applicant in 
dependent claims 9-10 of the instant application. The specific steroids claimed in independent 
claim 1 of copending '648 are also identified as being steroids in dependent claims 7-8 of the 
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instant application. The dependent claims of both the instant application and copending '648 
obviously claim the same and/or substantially similar limitations. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Allowable Subject Matter 

Claims 18-20 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

Conclusion 

Claims 1-14 and 21 are rejected. Claims 18-20 are objected. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every other Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Alstrum-Acevedo, Ph.D. 
Patent Examiner 
Technology Center 1600 




Alton N. Pryor, Ph. D. 
Primary Patent Examiner 
Technology Center 1600 



